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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 22 December 2004 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 03 Claim(s) 1.3-16. 18-31.33.34.36-41.43.44.46-57 and 59-64 is/are pending in the application. 

4a) Of the above claim(s) 1.3-16.18-31.33.34.36-41.43.44.46-56 and 62 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 57. 59-61. 63. and 64 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

1 2)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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3) □ Information Disclosure Statements) (PTO-1449 or PTO/SB/08) 5 ) O Notice of Informal Patent Application (PTO-1 52) 
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DETAILED ACTION 

An amendment was received and entered on 12/22/04. 

Claims 2, 17, 32, 35, 42, 45, and 58 were canceled. 

Applicant's election without traverse of group 25 and the species of cationic 
lipids is acknowledged. Claims 1 , 3-16, 18-31, 33, 34, 36-41 , 43, 44, 46-56 and 62 are 
withdrawn from further consideration pursuant to 37 CFR 1 .142(b) as being drawn to a 
nonelected invention, there being no allowable generic or linking claim. Election was 
made without traverse in the reply filed on 12/22/04. 

Note that claim 63 recites a Markush group comprising non-elected species, i.e. 
PAMAM, polylysine, polyhistidine, polyarginine, polyethyleneimine, poly(4vinylpyridine), 
poly(vinylamine), poly(4-vinyl-N-alkyl pyridinium halide), and combinations comprising 
these. Claim 63 will be considered only to the extent that it reads on the elected 
species of cationic lipids. 

Claims 1, 3-16, 18-31, 33, 34, 36-41, 43, 44, 46-57, and 59-64 are pending in the 
application. 

Claims 57, 59-61 , 63, and 64 under consideration in this Office Action. 

Priority 

An application in which the benefits of an earlier application are desired must 
contain a specific reference to the prior application(s) in the first sentence(s) of the 
specification or in an application data sheet by identifying the prior application by 
application number (37 CFR 1 .78(a)(2) and (a)(5)). If the prior application is a non- 
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provisional application, the specific reference must also include the relationship 
(i.e., continuation, divisional, or continuation-in-part) between the applications 
except when the reference is to a prior application of a CPA assigned the same 
application number. The instant specification fails to indicate the relationship between 
itself and PCT/SG00/00130. Appropriate correction is required. 

Also, no certified copy of the priority document PQ 2593 is of record in the 
application. A certified copy of this document is required as per 35 USC 365(c). Due to 
the availability of intervening art, a translation of the priority document, if it is not in 
English, is also required. 

Because the specification fails to indicate the relationship between itself and 
PCT/SG00/00130, the effective filing date of the instant application is 3/1/02. 

Claim Objections 

Claims 63 is objected to because it contains acronyms. Applicant should amend 
the first claim containing a given acronym to contain the full name of what is implied by 
the acronym. For example, claim "DOPE" should be deleted and replaced with 
dioleoylphosphatidylethanolamine (DOPE). 

Compliance with Sequence Rules 

This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821 (a)(1 ) 
and (a)(2). However, this application fails to comply with the requirements of 37 



Application/Control Number: 10/086,973 Page 4 

Art Unit: 1635 

CFR 1 .821 through 1 .825 for the following reason(s). This application clearly fails to 
comply with the requirements of 37 C.F.R.1 .821-1 .825. Applicant's attention is directed 
to the final rule making notice published at 55 FR 18230 (May 1, 1990), and 1114 OG 
29 (May 1 5, 1990). If the effective filing date is on or after July 1 , 1 998, see the final 
rulemaking notice published at 63 FR 29620 (June 1, 1998) and 1211 OG 82 (June 23, 
1998). The specification at page 26, discloses oligonucleotides in excess of 9 
bases that are labeled SEQ ID NOS: 1-4. However, there is no computer readable 
form or PAPER copy of a Sequence Listing of record in the application Applicant 
must provide: 

An initial computer readable form (CRF) copy of the "Sequence Listing". 

An initial paper copy of the "Sequence Listing", as well as an amendment 
directing its entry into the specification. 

A statement that the content of the paper and computer readable copies are the 
same and, where applicable, include no new matter, as required by 37 C.F.R. 1 .821 (e) 
or 1 .821 (f) or 1 .821 (g) or 1 .825(b) or 1 .825(d). 

For questions regarding compliance to these requirements, please contact: 

For Rules Interpretation, call (703) 308-4216 
For CRF Submission Help, call (703) 308-4212 
Patentln Software Program Support 

Technical Assistance 703-287-0200 

To Purchase Patentln Software 703-306-2600 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 57 and 59-61 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Lawrencia et al (Conference Supplement to Cancer Gene Therapy, Gene Therapy of 
Cancer VII, 12/1999), as evidenced by Lawrencia et al (Gene Therapy (8: 760-768, 
2001). 

Lawrencia (1999) taught a composition comprising DNA and DMBC. DMBC was 
defined as the cationic lipid DOTAP, and "two additives". Lawrencia (2001) disclosed 
that DMBC is DOTAP + methyl-beta-cyclodextrin solubilized cholesterol. Absent 
evidence to the contrary the DMBC of Lawrencia (1999) is the same as the DMBC of 
Lawrencia (2001). See abstract. So, Lawrencia (1999) taught a polynucleotide, 
DOTAP and methyl-beta-cyclodextrin solubilized cholesterol. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



Application/Control Number: 10/086,973 Page 6 

Art Unit: 1635 

Claims 57 and 63 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Lawrencia et al (Conference Supplement to Cancer Gene Therapy, Gene Therapy 
of Cancer VII, 1 2/1 999) in view of Woodle et al (US 200301 66601 , published 9/4/03). 

Lawrencia (1999) taught a composition comprising DNA, DOTAP, and methyl- 
beta-cyclodextrin solubilized cholesterol as discussed above. 

Lawrencia did not teach the cationic lipids DOTMA, DOGS, DODAB, DODAC, 
DOSPA, DC-Choi, or DOPC. 

Woodle taught that DOTAP, DOTMA, DOGS, DODAB, DODAC, DOSPA, DC- 
Chol, and DOPC were cationic lipids that were interchangeable in nucleic acid delivery 
compositions. See paragraphs 20, 97, 98, and claim 16. MPEP 2144.06 indicates that 
when it is recognized in the art that elements of an invention can be substituted, one for 
the other, while retaining essential function, such elements are art-recognized 
equivalents. An express suggestion to substitute one equivalent component or process 
for another is not necessary to render such substitution obvious. In re Fout, 675 F.2d 
297, 21 3 USPQ 532 (CCPA 1 982). Thus it would have been obvious to one of ordinary 
skill in the art at the time of the invention to substitute any of the cationic lipids of 
Woodle for DOTAP in the nucleic acid delivery composition of Lawrencia. 

Claims 57, 64, and 65 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Feigner et al (US Patent 5580859, issued 3/18/94) in view of 
Lawrencia et al (Conference Supplement to Cancer Gene Therapy, Gene Therapy of 
Cancer VII, 12/1999). 
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Feigner taught compositions comprising DOTAP and plasmid DNA, antisense 
oligonucleotides, phosphorothioate oligonucleotides, RNA molecules and ribozymes for 
transfection of bladder cells. See abstract, detailed description paragraphs 2, 55, and 
126. 

Feigner did not teach a composition comprising cyclodextrin solubilized 
cholesterol. 

Lawrencia (1999) taught a composition comprising DNA, DOTAP, and methyl- 
beta-cyclodextrin solubilized cholesterol as discussed above for transfection of bladder 
cells. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use the composition of Lawrencia to deliver the nucleic acids of Feigner to 
bladder cells. One would have been motivated to do so because Lawrencia taught that 
DOTAP combined with beta-cyclodextrin solubilized cholesterol is an effective agent for 
transfection of urothelial cells in vivo or in vitro. See conclusion. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner(s) should be directed to Richard Schnizer, whose telephone number is 571- 
272-0762. The examiner can normally be reached Monday through Friday between the 
hours of 6:00 AM and 3:30. The examiner is off on alternate Fridays, but is sometimes 
in the office anyway. 
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If attempts to reach the examiner by telephone are unsuccessful, the Examiner's 
supervisor, John Leguyader, be reached at 571-272-0760. The official central fax 
number is 703-872-9306. Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to (571) 272-0547. 



Patent applicants with problems or questions regarding electronic images that can be viewed in the Patent 
Application Information Retrieval system (PAIR) can now contact the USPTO's Patent Electronic Business Center 
(Patent EBC) for assistance. Representatives are available to answer your questions daily from 6 am to midnight (EST). 
The toll free number is (866) 2 17-9 197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of the problem. The 
Patent Electronic Business Center will notify applicants of the resolution of the problem within 5-7 business days. 
Applicants can also check PAIR to confirm that the problem has been corrected. The USPTO's Patent Electronic 
Business Center is a complete service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also enables applicants to view 
the scanned images of their own application file folder(s) as well as general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 




Richard Schnizer, Ph.D. 



